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I, Dr. Francesco Makovec, am a co-inventor of the presently claimed subject matter in 
the above-identified application; 

THAT I am familiar with the rejection of claims 1-2 and 4-15 as being unpatentable for 
obviousness over U.S. 5,130,474 (Wovec") in combination with US 5,314,506 CMldler") and 
US 7,122,083 TGreen"); and 

THAT the following experiments were conducted by me or under my supervision to 
demonstrate the differences and superiority of the product obtained by the present invention. 

EXPERIMENT : 

rry^m^Hnn nf CR2017 f 1 0n) (preparation K/2344-1) 

The compound CR2017 lot D/4740 (lOg; molecular weight 451.38) was suspended in 
120 ml of a solution of EtOH-water 1:2. The solution was heated to reflux until complete 
dissolution. Then, the solution was allowed to cool down to room temperature for two hours 
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24 hours. After 24 hours, a sooohd rid 1= Predated which Is also dried on PA for 24 
hours. 

Yield: 4.5 g of solid A and 1 g of solid B (total 5.5g; 55%) 

UC: (Wand: acetic acid :water (5:2:2)) according to specification 

(isoamilic alcohol : acetone : water (5:2:1)) according to spedfication 
1R: according to specification. 

The product of Makovec obtained by citation from rhOBDH (ratio 2:1) and the 

Example 1 were analyzed using X-ray diffraction. 

From Rg. 1 below, It can be seen that even though the diffraction pattern Is similar 

much hlgherpercentageof arecaphous materfal (68%). The high percenrage of amorphous 

whereby such product Is not suitable for preparing pharmaceutical oral formulations, specifically 
tablets. 



Errore. Lo stile non e definite 

U.S. Application No.: 10/562,013 



Docket No.: Q91867 




unexpertedly superior properties. 

, declare rorttrer that ell statements made herein of my own wwledge are true and 

» ala ,,s^en te ™d«<,.*ro.e«o„^M«^^ tobeWe;andftrtherthat 
^erepun^ebvf.neorl^roertorbom^erSecdonlOOlofT^e^.fe.e 

application or any paler* Issuing thereon. ^ 




